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Miconazole Nitrate USP41 

Tests 

/1/'N 

\� 
N 

Molecular Structure 

Cl 

Mo I ecu I ar Formu I a C,sH14C I 4N20· HN03 

Molecular Weight 479. 14 

GAS Registry Number 22832-87-7 

Specifications 

Cl 

White or almost white powder 

Batch no 

Mf date 

Retest date 

Appearance 

Sol ub i I ity Very slightly soluble in water: slightly 

Identification 

Relative absortion rat 

Optical rotation 

Related substances (HPLC) 

Melting point 

Loss on drying 

Residue on ignition 

Residue solvents 

Particle size 

Assay (odb) 

soluble in methanol and in alcohol 

IR 

1. 18 ~ 1. 22

-0. 1 ~ +O. 1 °

Each impurity � 0. 25% 

Total impurities� 0. 5% 

178 ~ 183°c 

� 0.5% 

� 0. 1% 

Toluene� 890 ppm 

Ethanol � 5000 ppm 

90% � 125 micron 

98. 5 ~ 102.0%

20260426 

Apr 26 2026 

Apr 25 2029 

Aug 19 2026 

Results 

Conforms 

Conforms 

Positive 

Conforms 

Conforms 

0. 12% 

0.21% 

181 ~ 182
°

C 

0.01% 

0. 02%

65 ppm

760 ppm

Conforms

99.85%

Packaging & storage Preserve in wel I-closed containers, protected from I ight 

Conclusion • Material comp I ies with USP41
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